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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Trimetazidine for peak identification
Xnuwn Ovopacio : Trimetazidine dihydrochloride
Kwd.-EE 1 236-117-0

apOpuog CAS : 13171-25-0

Kodwodg mpoidvtog 1 202500731

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edgm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

Katarein oopoova pe v odnyia 1272/2008 EK [CLP]

Oé&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV
Emprapés oe mepintwon kotdmoong.
2.2. Xtoyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogworomtikn AEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
AnAdoelg Tpoeviaéng (CLP) : P264 - ITAdvete ta xépua, Toug myels (avTifpdyiar) Kot To TpOCOTO GXOAUGTIKA LETA TO XEPIOUO.

P270 - Mnv tpdrte, mivete | kanvilete, 6Tav ypnoyonoteite avtd T0 TPOIoV.
P301+P312 - XZE INEPIIITQXEH KATAIIOZHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
ytpo, av acbavieite adabeoio.
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Trimetazidine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

P330 - Eenhdvete t0 oTONO.
P501 - AGBeon tov mepieyopEvoL/nEPIEKTN 68 ONUEID GVAAOYNG EMKIVELV®V 1| £181KOV amoPfAnTmv,
GOUPOVO LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot SeBvelg KovovioHove.

Inpavon cvppova pe: E&apeiton n ecotepikn) ovokevaoio, Ta meplexopeva g omoiag dev vreepPaivovv ta 10ml.

Agv amarteitol oypavon

2.3. AlLot Kivovvolr

Agv vdpyovv emmA£ov TANPOPOpPies

TMHMA 3: Z0vOeon/TApoQopies Y10 TO GVGTATIKG,

3.1. Ovoieg

Ovopa AvayvopioTikog Kodkos | % Kararaén cdopeova pe v odnyia
TPOioVTOg 1272/2008 EK [CLP]

Trimetazidine dihydrochloride apBuog CAS: 13171-25-0 <100 Acute Tox. 4 (And Tov otopatog), H302
Kwd.-EE: 236-117-0 (ATE=1700 mg/kg copatikod Bapovg)

ITAnpeg keipevo tov dnidcewv H ko EUH: BAéne tunipa 16

TMHMA 4: Métpa apdtov fondsiov

4.1. eprypoon péTpov TpAOTOYV fonderarv

levikd pétpa tpodTev Ponberdv 1 Xe mepintoot auBoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YIOTPO.

Métpa tpdtev Bondeidv petd anod glomvon : Metagépete Tov mofovta 6Tov Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTACT TTOV
S1evkoAvveL TV avomvor|. Apriote tov Tafdvia va Eexovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Entokeqbeite yiotpo.

Métpa tpdtev Bondeidv petd omd enaen pe To dEpuo : ATOPOKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEIUEVT TEPLOYN OEPLATOG E OTAAD
GamTOvVL Kot VEPOD, Kat TN cLVEXELD EemAévete pe (e0TO vepo.

Métpa tpdtev Bondeidv puetd amd exapn He o LaTio. : Eemhovete pe vepd kpatdvtog to BrEeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o
TOVOG M 1 KOKKWVIkQL.

Métpa tpdtov Bondeidv petd omd katdmoon : Eemhdvete o otOpa pe vepd (Lovo edv o dtopo dtatnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWONTOTE 0O TO GTOUA GE ATOUO TTOV £XEL Xdoet Tig aishnoelg tov. Koiéote apéowng to KENTPO
AHAHTHPIAZEQN/ywatpo.

4.2. INpovTiKOTEPO CUUTTONATO KOL EMOPAGELS, ANECES 1] PETAYEVECTEPEG

Aev vdpyovv emmAéov TANpoPopieg

4.3."Evo€1&n 0mo10.601)TOTE ATUITOVIEVIS GUESTG LUTPIKNG QPOVTIOAS KAl E0IKNG Oepameiag

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 5: Métpa y10. TNV KOTOmOAENN O] TG TUPKAYLAG

5.1. TvpocPestika péca

Katahinia péca mopdofeong ;. Xpnowonomote péca KatdoPeons KatdAAnia yio v nepiBdilovoa tupkayld. Ato&eidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOol EMKIVOuvVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PElypa

X mepinTOon TupKayLIg TopdyovTal ENKivovuva : H atelig kavomn anglevbepmdvet entkivovvo povo&eidio Tov avBpaka, 10&eidto Tov avOpaika Kot
TPOIOVTO amocHvVOEoNG aALo To&d aépta. [TiBovn amoBoin To&tkov vEpoug.

5.3. Z06TAGEIS Y10 TOVS TVPOGPEGTES

Métpa yio TV KOTATOAEUNGT) TNG TUPKAYLAG : Amogevyete T d10QLY TOL VEPOD TG TVPOGPESNG 6TO TEPPAALOV.
Ipoctacio katd v TopdoPeon : Mnv enepoiverte yopic katdAinio e€omhopd. Avtdvoun avemvELGTIKY GUOKELT HE LOVOOT.
OLOGOUN TPOGTUTEVTIKY GTOAN.
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Trimetazidine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

Tevikd pétpa 1 ATOQEVYETE TNV EMOPT| TOV TPOIOVTOG LE TO OEPIOL, TO LATIO 1] TO POVYIGUO.

I TpocOmKS GAL0 a6 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTaKTNG OVAYKNG 1 ATOPOKPOVETE TO TEPITTO TPOCOTIKO.
T dTopa wov TPocPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdhinio e€omhopd. I teplocdtepes TAnpoPopies avatpiéte oty
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

Noa amogevyetor n ekevbépwon oto nepifdirov. Epmodicte v €i6080 6T0VG amoyeteuTikods oymyods 1§ 670 dNUOGLo diKTvo vepov.

T v anobnkevon 1 Amoppo@noTe T0 PE £va AdPOVEG DAIKO Ko TOTODETOTE TO G€ Evav KOTAAANLO meptéktn S1dbeong
amofANTmV.
MéBodot kabapiopov : Eemhdvete TI LOAMGUEVEG EMPAVELES [ GpBovo vepd. KabBopiopog (e amoppumavTikd.

Agite o Tunpa 13 yo tAnpogopieg oyetikd pe ™ didbeon.

TMHMA 7: Xepiopog kon awodnkevon

TIpopura&elg yio ao@oAn YEPLopd 1 Amogevyete kdBe meprrtn £kBeon. Dpovticte OoTE 0 YDpog epyasiog va e&aepileTar cwoTd.

Métpa vyevig : Mnv 1pdte, mivete 1| Komvilete, OTAV XPNOUOTOLELTE 0WTO TO TPOTIOV. T LOAVGHEVE EVIVLLATO
epyaciog dev mpémet va Byaivouv amnd o xmpo epyaciog. ITAOVETE Ta ¥€pLo cog Tpv and Kabe
EPYOCLOKO SLIAEYLILO KoL LETG TO TENOG TNG EPYACING.

TovOnkeg @OAAENG : AmofBnkebeton og kol agpilopevo ydpo. O mepiéktng dratnpeiton EpUNTIKA KAEIGTOC. ATOQEVYETE
T (éotn kot TV Gpeon nAlok aktvoBolia.
Y\iké cvokevaoiog : Al0TNPNOTE GTOVG UPYLKOVG TEPLEKTES.

Agv vdpyovv emmALov TANPOPOPiE

TMHMA 8: "EAgyyog g £ék0eong/atopiki tpoctacio
Aev vdpyovv emmA£ov TANPOPopie

Kotaiinhor pnyavikoi heyyor

Katalinior pnyavikoi éreyyou:
Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletarl cmotd. Zuvndmg amatteitol cOOTNHA YEVIKOD HNYaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOL 1
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUGTNPLUKT YOOVN.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpocTocia TOV HOTIOV KUl TOV TPOGCAOTOV

IIpocrocia 0pOaipdv:
Dopdre cuokevn TpocTaciog yio o ptio. [Ipootatevtikd yvaid pe Tidylo tpoctatevtikd. (EN 166)
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Trimetazidine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyicpo. Xprion oe epyactipla : Todid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLAOV:
Na popdte kordAAnia yavtue. IIpocstatevticd yavta avOektikd og ynukd npoiovra. (EN 374)

TIpooTucio TOV UVATVEVGTIKMOV 00OV

IIpootacio TOV OVATVEVGTIKAV 00(DV:
e mepinTmon Tapay@yng oKOVNG, PTCLLOTOWOTE TPOSTUTEVTIKY HAoKa 1e @iktpo : P3

TMHMA 9: ®vokég Kot YNHUIKEG 1010TNTEG

9.1. Ztoyeia o TS facikés QUOIKES KoL YNUIKES 1OL0TNTESG

Duowkn KoTdoToom 1 Zteped
APDLLOL : AevKo. 6Yedov AgvKo.
Epepdvion 1 Xkovn.
Mopiaxr pata : 339,26 g/mol
Oopn : Mn Swbéopo
Op1o ooung : Mn Swbéorpo
Enpeio théewg 1 225-228°C
Enpeio mhéemg : Mn Swbéopo
Enpeio Bpacpod : Mn Swbéopo
Evopiektomra : Mn Swbéorpo
Xapunhotepo 6pio £kpnéng 1 Aev woyvet
AvdtoTo 0plo expnépomTag 1 Agv oydet
Enpeio avaereéng 1 Aev woyvet
Bepokpacio avTavaPAeEng 1 Agv oydet
Beppokpacio arocHvieong : Mn Swbéopo
pH : Mn Swbéorpo
Adropo pH : Mn Swbéorpo
1EDdeg, Kivepatikog (M) : Aevioydel
Awdvtomro : Nepo: 100 — 1000 g/l
2VVTEAEOTNG KOTAVOUNG G€ HELYILO N-OKTOVOANG/VEPOD : Mn Swbéorpo
(Log Kow)

Tdon otumv : Mn Swbéorpo
ITieon atpov og Oeppokpacio S0°C : Mn Swbéotpo
IMokvotnto : Mn Swbéorpo
ZyETIKN TUKVOTNTO : Mn Swbéorpo
ZYETIKN TUKVOTNTO 0TUAV 6TOoVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéopo

9.2. Aownéc mAnpoopiss

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xto0gp6tnTo KOl AVIIOPUoTIKOTNTO.

10.1. AvtidpacTiKoTnTO.

Agv vrtapyovv emmAéov TANPoPopieg

10.2. Xnpwkn) otabepotnra

Agv vrdpyovv emmAéov TANpopopieg

10.3. IMBavéTNTE EMKIVOUVOY AVTIOPACEDV
Agv vrdpyovv emmAéov TANpoeopies

10.4. ZovOnkeg Tpog awopuyn

Agv vdpyovv emmALov TANPOPOPieg
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Trimetazidine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

TMHMA 11: KOLOYIKEG TANPOPOPiES

Oé&ela to&codmra (amd oTOHUTOC) : EmProfés oe nepintoon kotdmoong.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&vounpévog (EAiepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) 1 Mn ta&vounpévog (Erdepatikd dedopéva)
Trimetazidine dihydrochloride (13171-25-0)
LDS50 and tov 6tdpatog 68 0povpaiovg 1700 mg/kg
AGBpmon ko epediopog Tov d€ppratog : Mn ta&vounpévos (EAdepatikd dedopéva)
ZoPapn opbaipkn PAAPN/epedionog 1 Mn ta&vounpévog (EAeipatikd dedopéva)
EvaisOntonoinon tov avomveuotikod 1 : Mn ta&wopnpévog (EAdeiatikd dedopévar)
guaiedntonoinon Tov dépratog
Metodho&lyéveon YEVWITIKOV KUTTAP®OV : Mn ta&wopnpévog (Baoet tov dabéoimv dedopévav, ta kptmpta tagivounong dev mAnpovvat)
Kapxwoyéveon : Mn ta&wvopnpévos (EAiepatikd dedopéva)
To&wodmTa 6TV avamopay®yn : Mn to&wvounpévog (Baoet tov dtobéoiov dedopévav, ta Kprnpla ta&vounong dev minpovval)
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnpévog (EXeiparticd dedopévar)
epanag £kbeon
Ewdu to&wcotnta ota dpyava-ctoyovg (STOT) — : Mn to&wopnpévog (Mn cvurepacpoticd dedopéva)
enavelAnppévn ékbeon
Emkivduvomta avappoenong : Mn ta&wopnpévog (EAketpaticd dedopévar)

Aev vrdpyovv emmAov TANPoPopieg

TMHMA 12: Oworoyikég TAnpo@opisg

Emwcivduvo yio to vdatvo mepipdrrov, Bpayvmpdbecpog : Mn tagwounuévog (EAeyaticd dedopéva)
(0&0¢)

Emcivduvo yio to vdartvo mepipdirov, pokporpodbeopog : Mn tadwvounuévog (EAeyaticd dedopéva)
(xpoviog)

Trimetazidine dihydrochloride (13171-25-0)

AvbekticodtnTa Kot tkavoTnte arodopuneng Agv vpiototor taygio omocvvheon

Aev vdpyovv emmAov TANPoPopie

Aev vdpyovv emmAéov TANpoPopieg

Aev vdpyovv emmAéov TANpoPopieg
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Trimetazidine for peak identification
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApwOpég OHE 1 apBpéc tavtétnTag

ZOpeove e Tig StotdEels PETaPopag To TPoiov autod de yapaktnpiletor og emkivévuvo

14.2. Oweia ovopacio amostorlic OHE

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.3. TaEn/-e1g KtvdHvov KOTA T PETOPOPE

Mn poOulopevo Mn poBuldpevo Mn poOulopevo

14.4. Opada cvokevaciog

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.5. IleprparrovTiKi emKIVOUVOTTA

Mn poOulopevo | Mn pvBulodpevo | Mn poOulopevo

Agv vrdpyovv emmAéov Stabéctpueg TANPOEOpisg

Eniyewo petagopa
Mn pvBulopevo

petapopd pécm Boraoong
Mn pvBulopevo

Evoépua petagopd
Mn pvBulopevo

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

Kkavovicpoi EE

Hopaptmpe XVII Tov REACH (Ilpobmodiceis mepropiopov)
Aev nephapPaveton oto Mapaprnua XVII oo REACH
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Trimetazidine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Hapaptpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)
Aev nephappaveton oto Mapaptmua XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev nepthapfdaveton otov kKatdroyo vroyneuwy ovoidv REACH

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthapfdvetonr otov Katdloyo ovstdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopiog tov Zvpfoviriov (EK) yio Tov £heyyo e1d®@v Simhig ypfiong
Aev nephappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

Kavoviopog mepi ekpnkTik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoiovtat) 6Tov KaTtdloyo Tpddpopmv ovcoidv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ ¥PNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) otov Kotdhoyo mpddpopmv ovetdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe T Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis a.o@dierog

Aev vdpyovv emmAéov TANPOPopieg

TMHMA 16: Alheg TAnpo@opisg

IMpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And Tov O&eia To&otnTa (06 TV GTOHATOC), KoTnyopia 4
GTOLOTOC)
H302 EmPraBég o nepintwon katdmoong.

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoieg Bempodpe adiomotes. [Tapoia avtd, divovtot
YOPIiG Kapio eyyonon, pnt N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, ypnong 1 ardppLyng Tov TPoidVTog dev
VIOKEWVTOL 6T SIKN [ag VOOV Kot PHTopet Kot vor unv UmInTouy Kot 6TIS approdtdotntég pog. I'iovtoig kat yio GAlovg AdYous, omomolovpacte kabe evbuvn o
TEPINTOON AMOAELNG, VAIKNG 1) ¥pNHOTIKNG {npiog amd, 1 fe 0motodnmoTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amoBNKELST 1| TN XP1ON TOL TPOIOVTOS. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPEMEL VaL YPTNGLOTOLEITOL Yol TO GUYKEKPILEVO TPOTOV. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTUL EO( EVOEYETOL VOL LNV Vol EQUPUIGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL
npoopilovTal Yo va TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG VYIRS, AoQUAEing Kot TEPPAAAOVTIKOV OTAUITHCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTA TOV TPOIOVTOG.
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